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THE REPLY FILED 05 May 2003 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
Therefore, further action by the applicant is required to avoid abandonment of this application. A proper reply to a 
final rejection under 37 CFR 1.113 may only be either: (1) a timely filed amendment which places the application in 
condition for allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued 
Examination (RCE) in compliance with 37 CFR 1.114. 

PERIOD FOR REPLY [check either a) or b)] 

a) |3 The period for reply expires 6_months from the mailing date of the final rejection. 

b) □ The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In no 

event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 

ONLY CHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION. See MPEP 

706.07(f). 

Extensions of time may be obtained under 37 CFR 1 .1 36(a). The date on which the petition under 37 CFR 1 .1 36(a) and the appropriate extension fee 
have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension fee under 
37 ,CFR 1 .1 7(a) is calculated from: (1 ) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as set forth in 
(b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

1 M A Notice of Appeal was filed on 01 April 2003 . Appellant's Brief must be filed within the period set forth in 
37 CFR 1.192(a), or any extension thereof (37 CFR 1.191(d)), to avoid dismissal of the appeal. 

2. Q The proposed amendment(s) will not be entered because: 

(a) □ they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) □ they raise the issue of new matter (see Note below); 

(c) □ they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . 

3. ^ Applicant's reply has overcome the following rejection(s): See Continuation Sheet . 

4. Q Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment 

canceling the non-allowable claim(s). 

5. D The a)D affidavit, b)D exhibit, or c)D request for reconsideration has been considered but does NOT place the 

application in condition for allowance because: . 

6. D The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly 

raised by the Examiner in the final rejection. 

7. ^ For purposes of Appeal, the proposed amendment(s) a)D will not be entered or b)^ will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 



Claim(s) rejected: us. 

Claim(s) withdrawn from consideration: 



8.Q The proposed drawing correction filed on is a)D approved or b)D disapproved by the Examiner. 

9-D Note the attached Information Disclosure Statement(s)( PTO-1449) Paper No(s). . 

10.^ Other: answer to arguments attached 
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ADVISORY ACTION 



1 . Receipt of Applicant's arguments and amendment, filed on 05 May 2003 in Paper 
No. 13, is acknowledged. Claim 2 has been amended. Claims 1-8 are pending and 
under consideration. 

2. The following previous rejections and objections are withdrawn in light of 
Applicants amendments filed in Paper No. 13, 05/05/03: 

(I) The rejection of claim 2, made under 35 U.S.C.§ 112, second paragraph. 

(II) The rejection of claims 6 and 8 made under 35 U.S.C §101, for reciting "a cell 

". is withdrawn. Applicants' argument that the cell recited in claims 6 and 8 is limited 

to a cell that comprises the expression vector of claims 5 and 7, and therefore, does not 
encompass " the cell" as it occurs in nature, is persuasive. 

Claim Rejections - 35 U.S.C. § 101/112 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

3a. Claims 1 -8 stand rejected under 35 U.S.C. § 101 , for reasons of record, set forth 
in the office actions mailed on 07/02/02 in Paper No:8, and on 12/30/02 in Paper 
NO: 10, because the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility. 

Applicants present the following arguments asserting that the claimed invention 
is supported by a specific and substantial asserted utility or a well-established utility. 
I. Applicants contend that they have presented credible evidence that the claimed 
nucleic acid encodes a novel human membrane protein similar to CD82 and that this 
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family of proteins plays important role as cell surface receptors and mediators of cell- 
cell interaction and signal transduction. Thus Applicants assert that the skilled artisan 
would be able to readily identify that the claimed nucleic acid encodes a human 
membrane protein similar to CD82. Applicants submit that, although the claimed SEQ 
ID NO: 1 and 2 are identical to BCL-X like polypeptide disclosed in WO/2001 5721 3-A2, 
(which is related to the instant application), that Applicants are no longer pursuing that 
PCT application. 

This argument is not found persuasive. In the response filed on 08 October 2002 
in Paper NO:9, Applicants asserted that the claimed nucleic acid encodes a protein 
similar to CD82 antigen, also known as inducible membrane protein R2, C33 antigen, 
IA4, metastasis Suppressor Kangi and Suppressor Tumorigenicity-6. Applicants 
presented sequence homology in Exhibit E of that response, however, it appears that 
the sequence presented in IPI00083978.2 has no homology to instant SEQ ID NO:2. 
Furthermore, Applicants have not indicated the percent homology between the 
sequences of the instant invention and that of CD82, neither do Applicants disclose how 
the protein of the instant invention is related to CD82. Therefore, Applicants have not 
presented any evidence that clearly shows that the claimed nucleic acid encodes a 
member of CD82 family. Contrary to Applicants' argument, there is a strong evidence 
that the claimed nucleic acid and the encoded polypeptide are related to BcL protein. As 
was set forth in the previous office action, Applicants' WO/2001 5721 3-A2 discloses Bcl- 
X like sequences that share 100% to SEQ ID NO:1 and 2, (it is irrelevant whether 
Applicants are pursing their PCT Application or not). Further evidence that the claimed 
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invention is related to Bel proteins is provided by the fact that instant SEQ ID NO:2 
shares 100% homology to Bcl-G, a new member of Bcl-2 family, (see sequence 
comparison, as well as Guo et al, JBC, vol.276, pages 2780-2785, 2001 , post filing date 
publication). Therefore, it appears that the claimed invention is related to Bel protein 
family. Even if the claimed nucleic acid and the encoded protein are members of the 
CD82 family, Applicants have not demonstrated that there is a common biological role 
. for all the members of this family. For instance, is the protein encoded by the claimed 
nucleic acid a receptor, and if so what are the cognate ligands that bind it? What signal 
transduciton pathways does it participate? 

II. Applicants argue that patentable utility is distinct from, and does not require 
knowledge of physiological functions and that unless Applicant is claiming a 
physiological function, evidence of a physiological function is not required to 
demonstrate patentable utility. Structural claims are sufficiently supported by structural 
disclosure, as defined by 35 U.S.C. § 101. 

This argument has been fully considered but is not deemed persuasive. 
Applicant attention is directed to 35 U.S.C. §101 , which reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

According to this statute, the claimed invention must not only be "new", but must also 
be "useful", thus disclosing only the structure of the claimed sequence, without out 
disclosing what the structure is "useful" for, would not be sufficient to satisfy this statute. 
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Furthermore, the physiological significance (which is distinct from physiological 
function) of the claimed sequence must be disclosed, in order for the claimed sequence 
to be useful diagnostically or therapeutically. 

III. Applicants also argue that the final office action seems to be implying, that the 
claimed invention lacks utility due to the fact that Applicants sequences are novel. 

Applicant is mischaracterizing the examiner's position. The final office action 
clearly explained that the instant specification does not disclose the biological or 
physiological significance of the claimed nucleic acid or the encoded polypeptide. A 
specification can meet the legal requirements of utility and enablement for a new 
polynucleotide as long as the specification discloses a credible, specific and substantial 
asserted utility for the new polynucleotide, or a well-established utility for the claimed 
polynucleotide. For example, if a novel polynucleotide is shown to be expressed in 
colon cancer and not expressed in healthy colon tissue, but there is no disclosure of the 
biological activity of the polypeptide encoded by the polynucleotide, said polynucleotide 
would not be rejected under 35 U.S.C. §§ 101 and 112, first paragraph, as it has utility 
and is enabled as a colon cancer marker. However, such is not the fact pattern in the 
instant case. 

VI. Applicants argue that knowledge of the exact function or role of the claimed 
nucleic acid is not required for said nucleic acid to be used to track expression pattern in 
a DNA gene chip. The claimed sequence provides a specific marker of the human 
genome which can be used as targets for discovering drugs that are associated with 
human disease. Thus, Applicants conclude that compositions that enhance the utility of 
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such DNA chips must also be useful. Applicants also submit since only 2-4% of the 
genome encodes proteins, therefore, not all human genomic DNA sequence is useful in 
DNA gene chip application. Applicants assert that an entire industry is established 
based on the use of gene sequences in gene chip format, and Applicants cites few well 
known companies such Affymetrix, Gene Logic, ABI-Perkin-Elmer, HySeq and Incyte. 
Applicant also argues that real world "substantial" utility for the claimed sequence is 
provided by the fact that Rosetta Inpharmatics, a gene company is acquired by Merck & 
Co, for substantial sum of money, $620 million. Therefore, Applicants conclude, that a 
person skilled in the art would recognize the utility, both scientific and commercial of 
genomic data in general and specifically human genomic data. Also, since human 
genomic data is worth billions of dollars it must have well-established utility. 

This argument is fully considered but is deemed unpersuasive. Using the claimed 
nucleic acid a chromosomal marker does not provide the claimed invention s specific 
utility, because no meaningful information will be obtained from tracking the level of 
expression of the claimed nucleotide, because there is no physiological or biological 
significance attached to these nucleotides or the encoded proteins. Without a 
disclosure of a particular disease state in which the claimed polynucleotides are 
expressed at an altered level or form, it would be impossible to determine what the 
results of a gene expression monitoring assay mean. For example, if a compound is 
tested on a microarray comprising the claimed polynucleotides and affects expression 
of the polynucleotides negatively, it cannot be determined if that means that the 
compound is a potential good drug for a disease or would acerbate the disease if 
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administered. The test results also would not have meaning in terms of what specific 
disease is relevant. The asserted utility in gene expression monitoring assays is thus 
not substantial, because significant further research would have to be conducted to 
determine which diseases correlate with altered forms or levels of the claimed 
polynucleotides, and whether the claimed polynucleotides are overexpressed or 
underexpressed in the diseased tissue. Furthermore, since any expressed 
polynucleotide can be added to a microarray for gene expression monitoring, the 
asserted utility is not specific to the claimed polynucleotides. The specification does not 
disclose that the claimed gene is a marker for specific diseases. Absent a disclosure of 
altered levels or forms of a gene in diseased tissue as compared with the corresponding 
healthy tissue, the gene is not a disease marker or an appropriate target for drug 
discovery or toxicology testing. The fact that there is an entire multi billion dollar 
industry on gene chip technology, does not provide the claimed invention with specific 
or well established utility, because, this revolutionizing technology enables scientists to 
attain ambitious goals from identifying genetic variations associated with disease to 
discovering new drug targets, however, instant application is not drawn to a novel gene 
chip technology, but rather to nucleic acid sequences with no known physiological role. 
Furthermore, evidence of commercial success, while sometimes persuasive as 
secondary evidence of non-obviousness, is immaterial to utility and enablement. Many 
products have enjoyed commercial success due to fads or clever advertising, wherein 
the products would not have met the legal standards for utility and enablement. 
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VI Applicants contend that they fail to understand how an invention fully disclosed 
and free of prior art at the time of filing could less utility and less enabled than 
inventions in issued patents. Applicants' invention is more enabled and retains at least 
as much utility as the inventions described in the claims of U.S. Patents of record. 

With respect to this argument, Applicants are reminded that each Patent 
Application is examined on its' own merits and each Patent Application must meet the 
criteria set forth in the Revised Interim Utility Guidelines, for a specific and substantial 
credible asserted utility, or a well established utility. 

Applicants are referred to the interim guidelines on utility published on December 
21, 1999 in the federal Register, volume 64, Number 244 pp 71427-71440. (Also 
available at www.USPTO.gov). And the training materials also found on the same web 
site. 

3b. The claimed invention also stands rejected under 35 U.S.C. 112, first paragraph, 
since the claimed invention is not supported by either a specific and substantial 
asserted utility or a well established utility for the reasons set forth above, because one 
skilled in the art clearly would not know how to use it. 
Conclusion 

4. No claim is allowed. 
Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Fozia M Hamud whose telephone number is (703) 308- 
8891. The examiner can normally be reached on Monday, Wednesday-Thursday 6 30 
am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (703) 308-4623. The fax phone numbers for 
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01 96. ted t0 the rece P t,0 n'st whose telephone number is (703) 308- 



FoziaHamud A . y u 

Patent Examiner *~* * • **• 

Art Unit 1647 GAnYKUNZ 
July 13, 2003 SUPERVISORY PATENT EXAMINER 

TECHNOLOGY CENTER 1 600 
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